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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

This application filed 09/29/2006 is a 371 of PCT/EP05/51452 03/31/2005. 
Claims 1-26 are before the Examiner. 

Election/Restrictions 

Applicants response filed 05/28/2008. In accordance with applicants Remarks, the previously 
presented rejection is vacated. Presently amended claims filed 05/28/2008 is examined. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 1 and 2 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 

failing to particularly point out and distinctly claim the subject matter which applicant regards as 

the invention. 

Claim 1 and 2 provides for the use of intermediate (4), but, since the claim does not set 
forth any steps involved in the method/process, it is unclear what method/process applicant is 
intending to encompass. A claim is indefinite where it merely recites a use without any active, 
positive steps delimiting how this use is actually practiced. 

Claims 1 and 2 is rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition of a 
process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. 101. See for 
example Ex parte Dunki, 1 53 USPQ 678 (Bd.App. 1 967) and Clinical Products, Ltd. v. Brenner, 
255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

Claims 23-26 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. The claims recite 'intermediate' without distinctly stating what these intermediates 

are for. 
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Claims 23 and 25 are duplicates. 

Claim Rejections - 35 USC §103 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 1-26 rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, 

under 35 U.S.C. 103(a) as obvious over Kesteleyn et al. US ^^^I^ B2 (Priority to 
PCT/EP/02 10062 filing date 09/16/2002, publication date 03/20/2003). 

Instant claims 

The claims are drawn to processes and intermediates for the preparation of (3R,3aS,6aR) 
HEXAHYDRO-FURO[2,3-b]FURAN-3-OL 

Prior art 

Kesteleyn et al. teach processes and intermediates for the preparation of (3R,3aS,6aR) 
HEXAHYDRO-FURO[2,3-b]FURAN-3-OL, in which the R2 of a, p-unsaturated ester intermediate 
as well as in the nitro-compound structure of claim 1 is H. 

Difference 

The process of Kesteleyn et al. is identical to the instantly claimed process, except the disclosure 
of Kesteleyn et al., teaches the instant process (R2 = H) as well as innocuous substituent (R2 
carboxylic ester) that is not material to the overall reaction process. Further in the instant process 
some intermediates are crystallized/purified prior to subsequent steps. Likewise, minor variations 
such as reaction temperature, are also not identical in the two processes. 
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Motivation and Rationale 

One of ordinary skill in the art trying to identify alternate process for making (3R,3aS,6aR) 
HEXAHYDRO-FURO[2,3-b]FURAN-3-OL would be motivated to modify Kesteleyn at al. 
processes as a matter of routine process optimization protocol. It would have been obvious to 
obtain known product(s) using analogues reagents and alternate conditions in lieu of another as 
the results would have been obvious. For example, the instantly claimed separation of anomeric 
methoxy compounds (formula 4) by crystallization is inconsequential because one skilled in the 
art would know the mechanistic reasons underlying the intramolecular cyclization, that is the 
obligatory formation of oxonium ion intermediate. Example 8, on page 47 of the specification 
refers to the prior art method for the cyclization but no unexpected results, such as improvement 
in the yield, is disclosed. 



Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 

Claims 1-26 are rejected under 35 U.S.C. 102(b) as being anticipated by Kesteleyn et al. 
US BMiisi B2. (Priority to PCT/EP/02 10062 filing date 09/16/2002, publication date 
03/20/2003). 

The process of the prior art wherein the R2 is H is the same as the process of the instant 
case claims 1-22. The isomerically pure intermediates of the instant claims 23-26 are inherently 
present in the disclosure of the prior art wherein anomeric mixtures are claimed. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to NIZAL S. CHANDRAKUMAR whose telephone number is (571)272-6202. 
The examiner can normally be reached on 8.30 AM - 4.30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571 0272-0867. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Nizal S. Chandrakumar 

ID. Margaret Seaman/ 
Primary Examiner, Art Unit 1625 



